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* DevicceClass: 11
Product:Code: NHA

3 Predi&aite-D~ice:

" ANKYLOS:Syn~one1 Abutirents.40 and 6'%c'irdd aspaft~of the
ANKYLOS LDenftil'lm~lantSystem (04150)

* Angyled ANKYlOS 'alan'ce flaseAbbticnts,(k 1,22268)

4> Dscritiin of Device--
ti4 ANk-YIbS 08SynCone~ Abutieit 5? is an enddosseduIs dent~I implant al
'hich fro ,ides a platforim- for, prosthetictetctoratioi iti conjuncbn with ANKYLOS'

implants. Thie subict'de~ice incorporates-an abutmenttead with a 50 conical taper and
is;Iproxlded 'in anguldiioins ro-f.0 7*50* 15 145" alhd 30 0 and vvith ghfigiVal, heights
ranging from~ 15I- -Si,'4,mni. The-dhijtmeiit is cbnn&cted t6.th corresponding im'plant.
,y- centralscrew whiclfrna's wvith the ifiterrial threiad of the, impnlant. '['he ab Lifient and
the'bbutm-ent screw are machined from Titanium Alloy -(i6AL4V ELI) conforming to
AStM F16~hhdpc aYo 4o~h Tilam in6 A Iinnini'n-4 Vaijadiun, ELI
f(Ektra.Low Int~nstiiial A hay f~rSurgical' 1mplant Applications). The -tapered SynCone
60 &aps Whiidi anch&-ithe S§'nCoi& a butihent 6,n thriIxdeiue. aie ,mad& of' Gol -d
Alloy b1 bf Titaniui &onf6tFiiig'to AS.Tl' 167, cStadidcwd Slpetgjicwiilon ifor Unalqved
Tiianihm. J$P Surgid Impflant Ap1plicaionlQ. The SyiYCofie® abutments feature a



reatining screw design which allows for the rotation of the abutment head after
attachment to the implant in order to achieve rotational alignment for all of the abutments
used in the prosthetic restoration.

The DENTSPLY SynCone® Abutments are intended for use with the implants of the
DENTSPLY ANKYLOS® Dental Implant System (ANKYLOS® plus, ANKYLOS®
C/X implants).

In addition to the introduction of the ANKYLOS® SynCone®o Abutment 50, a
modification to the indications for use statements of the currently marketed ANKYLOS®
SynCone® Abutments 4' and 60 (originally cleared in premarket notification K041509,
ANKYLOS Dental Implant System) is implemented as part of this premarket
notification.

5. Indications for Use:

Anchorage of dentures retained by taper friction and supported by ANKYLOS® implants.

Immediate loading of an imxplant supported prosthesis in an edentulous mandible
supported by 4 ANKYLOS implants of at least 1 lfflm in length and placed
interforaminally.

6. Description of Safety and Substantial Eqiuivalence:

Technological Characteristics.

The material used for the ANKYLOS' SynConeo Abutments 5', Ti6Al4V, is the same
Titanium Alloy material as is used in the legally marketed predicate device. The proposed
devices are similar in terms of design, angulations, sizes, indications for use and
incorporate the same technological characteristics as the predicate devices. The design of
the caps and the abutment cover screw corresponds to the abutments. The materials of
composition for these accessory components are equivalent to existing, legally marketed
accessory components and and the biocompatibility has been evidenced.

In order to assure safety of the ANKYLOS® SynCone® Abutments 50, a failure mode,
effect and criticality analysis has been performed. There were no unacceptable risks
regarding the furnction of the ANKYLOS® SynCone® Abutments 5'.

Non-Clinical Performance Data.

Representative fatigue testing was conducted on the subject ANKYLOS® SynCone®
Abutments 50 in comparison to the predicate device. The testing was conducted
according to ISO 14801 (Dentistry - Implants - Dynamic fatigue test for endosseous
detnal imp/ants) and the results support substantial equivalence.

Pull force testing was conducted to verify the equivalence of the taper friction retention
properties of the SynCone®) Abutment 5' in comparison with those of the predicate



abutments. The results confirmed the equivalence of the performance of the new 50
abutment with that of the predicate devices.

Conclusion as to Substantial Eqiuivalence

Based on the comparison of the indications for use, the technological characteristics and
the nonclinical testing, it can be concluded that the ANKYLOS® Sy nCone® Abutments 5'
are substantially equivalent to the predicate devices.
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Regulation Number: 21 CFR 21 CFR 872.3630
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Regulatory Class: Class II
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Dear Helen Lewis:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class If (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Resister.
Please be advised that FDA'sissuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
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or a ny Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
htto)://www.fda.aov/MedicalDevices/ResourcesforYou/Industrv/default.htm. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to htto://www.fda.aov/Medicaflevices/Safetv/ReportaProblem/default.htm for the
CDRI-'s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

U IMer0-S *.
Erin 1. Keith, M.S.
Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health
Enclosure



SECTION 4. INDICATIONS FOR USE STATEMENT

510(k) Number (if known): ((CICt{L4

Device Name: ANKYLOSOSynConee Abutment 51

Indications for Use:

SynConeeAbutments on osseointegrated Implants
Anchorage of dentures retained by taper friction and supported by ANKYLOSO implants

SynCone" Abutments for immediate loading
Immediate loading of an implant supported prosthesis in an edentulous mandible supported by 4
ANXYLOSO implants off at ]east I11 mm in length and placed interfaraminally.

Prescription Use X AND/OR Over-The-Counter Use_ _

(Part 21 CFR 801 Subpart D) (21 CPR 801 Subpart C)

(PLEASE DO NOT WRIT BELOW THIS LINE--CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

,.... ..Mary S. Runner -

Premnurktt Notification ANKYLOSSynConc' Abutment 5' DENTSJ'LY. International OUC)OuI.


